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DETAILED ACTION 

Note: NOTICE OF NON-COMPLIANT OR NON-RESPONSIVE AMENDMENT DATED 
03/30/2009 IS VACATED. 

Priority 

1 . Should applicant desire to obtain the benefit of foreign priority under 35 U.S.C. 
119(a)-(d) prior to declaration of an interference, a certified English translation of the 
foreign application must be submitted in reply to this action. 37 CFR 41 .154(b) and 
41.202(e). 

Failure to provide a certified translation may result in no benefit being accorded 
for the non-English application. 

Linking claims 

Claim 1-6, 8, 9, 36 and 38 link(s) inventions I, III, IX and XI. The restriction 
requirement of Group III, IX and XI; the linked inventions is subject to the nonallowance 
of the linking claim(s), claim 1 -6, 8, 9, 36 and 38. Upon the indication of allowability of 
the linking claim(s), the restriction requirement as to the linked inventions shall be 
withdrawn and any claim(s) depending from or otherwise requiring all the limitations of 
the allowable linking claim(s) will be rejoined and fully examined for patentability in 
accordance with 37 CFR 1 .1 04 Claims that require all the limitations of an allowable 
linking claim will be entered as a matter of right if the amendment is presented prior to 
final rejection or allowance, whichever is earlier. Amendments submitted after final 
rejection is governed by 37 CFR 1.116; amendments submitted after allowance is 
governed by 37 CFR 1 .31 2. 
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Applicant(s) are advised that if any claim presented in a continuation or divisional 
application is anticipated by, or includes all the limitations of, the allowable linking claim, 
such claim may be subject to provisional statutory and/or nonstatutory double patenting 
rejections over the claims of the instant application. Where a restriction requirement is 
withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. In re Ziegler, 443 
F.2d 1211, 1215, 170 USPQ 1 29, 1 31 -32 (CCPA 1 971 ). See also MPEP § 804.01 . 



Election/Restrictions 

2. Claim 7 does not read on the elected species, so claim 7 is withdrawn by the 
examiner. Claims 1-6, 8 and 9 read on the elected species and are generic claims that 
encompass the subject matter of Group III, therefore claims 1-6, 8, 9, 13, 14, 15, 22, 23 
34, 36 and 38 are rejoined and are currently under examination. 

Applicant's election without traverse of Group III, claims 13-15, 22, 23 and 34, 
and the species; Example'205: tert-butyl-3-[4-[(3-bromobenzyl) oxyl] phenyl] 
propanoate in the reply filed on 01/22/2009 is acknowledged. However, this specie did 
not read on the claims and a notice of non-responsiveness sent out on 03/30/2009. A 
response of another species election; Example 205; 3-[4-[2', 6'-dimethylbiphenyl-3- 
yl)methyoxy]-2-fluorophenyl]propionic acid, on 03/11/2009 is acknowledged. However, 
there is no art on the record for this elected specie, and the examiner is expanding 
examination to the broad compound of claims 4. 
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Claims 7, 10-12, 16-21, 24-33 and 35 and 37 are withdrawn from further 
consideration pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected invention, 
there being no allowable generic or linking claim. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 4, 5, 14 and 34 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. This is a Written Description 
rejection , rather than an enablement rejection under 35 U.S.C. 112, first paragraph. 
Applicant is directed to the guidelines for the Examination of Patent Applications Under 
35 U.S.C. 112,, first paragraph "Written Description" Requirement, Federal Register, 
Vol. 66, No. 4, pages 1 099-1 111, Friday January 5, 2001 . 

The claims are drawn to a compound of formula (I-2) or a "prodrug" thereof. 

The MPEP states that the purpose of the written description requirement is to 
ensure that the inventor had possession, as of the filing date of the application, of the 
specific subject matter later claimed by him. The courts have stated: 
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"To fulfill the written description requirement, a patent specification must describe 
an invention and do so in sufficient detail that one skilled in the art can clearly 
conclude that "the inventor invented the claimed invention." Lockwood v. 
American Airlines, Inc., 107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (Fed. Cir. 
1997); In re Gostelli, 872 F.2d 1008, 1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 
1989) ("[T]he description must clearly allow persons of ordinary skill in the art to 
recognize that [the inventor] invented what is claimed."). Thus, an applicant 
complies with the written description requirement "by describing the invention, 
with all its claimed limitations, not that which makes it obvious," and by using 
"such descriptive means as words, structures, figures, diagrams, formulas, etc., 
that set forth the claimed invention." Lockwood, 107 F.3d at 1572, 41 USPQ2d at 
1966." Regents of the University of California v. Eli Lilly & Co., 43 USPQ2d 1398. 



Further, for a broad generic claim, the specification must provide adequate 

written description to identify the genus of the claim. In Regents of the University of 

California v. Eli Lilly & Co. the court stated: 

"A written description of an invention involving a chemical genus, like a 
description of a chemical species, 'requires a precise definition, such as by 
structure, formula, [or] chemical name,' of the claimed subject matter sufficient to 
distinguish it from other materials." Fiers, 984 F.2d at 1171, 25 USPQ2d 1601; In 
re Smythe, 480 F.2d 1376, 1383, 178 USPQ 279, 284985 (CCPA 1973) ("In 
other cases, particularly but not necessarily, chemical cases, where there is 
unpredictability in performance of certain species or subcombinations other than 
those specifically enumerated, one skilled in the art may be found not to have 
been placed in possession of a genus ...") Regents of the University of California 
v. Eli Lilly & Co. , 43 US PQ2d 1 398 . 

The MPEP further states that if a biomolecule is described only by a functional 
characteristic, without any disclosed correlation between function and structure of the 
sequence, it is "not sufficient characteristic for written description purposes, even when 
accompanied by a method of obtaining the claimed sequence." MPEP § 2163. The 
MPEP does state that for a generic claim the genus can be adequately described if the 
disclosure presents a sufficient number of representative species that encompass the 
genus. MPEP § 2163. If the genus has a substantial variance, the disclosure must 
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describe a sufficient variety of species to reflect the variation within that genus. See 
MPEP § 2163. Although the MPEP does not define what constitute a sufficient number 
of representative species, the courts have indicated what do not constitute a 
representative number of species to adequately describe a broad generic. In Gostelli, 
the courts determined that the disclosure of two chemical compounds within a subgenus 
did not describe that subgenus. In re Gostelli, 872, F.2d at 1012, 10 USPQ2d at 1618. 

The MPEP lists factors that can be used to determine if sufficient evidence of 
possession has been furnished in the disclosure of the Application. These include "level 
of skill and knowledge in the art, partial structure, physical and/or chemical properties, 
functional characteristics alone or coupled with a known or disclosed correlation 
between structure and function, and the method of making the claimed invention. 
Disclosure of any combination of such identifying characteristics that distinguish the 
claimed invention from other materials and would lead one of skill in the art to the 
conclusion that the applicant was in possession of the claimed species is sufficient." 
MPEP § 2163. While all the factors have been considered, a sufficient amount for a 
prima facie case are discussed below. 

Applicant provides no description of the claimed prodrug of formula (I-2) either in 
words, by structure, by chemical name, or by physical properties that would indicate that 
the Applicant was in possession of the claimed derivative thereof at the time of the 
invention. 

In the absence of sufficient recitation of distinguishing characteristics, the 
specification does not provide adequate written description of the claimed prodrug of 
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formula (I-2). A review of the language of the claimed compound seems to have written 
description in all examples in the specification, but not the prodrug. 

One or ordinary skill in the art would not recognize from the disclosure that the 
applicant was in possession of the mixture The specification does not clearly allow 
person of ordinary skill in the art to recognize that he or she invented what is claimed 
(see Vas-Cath at page 1116). 

Applicant is reminded that Vas-Cath makes clear that written description 
provision of 35 U.S.C. 112 is severable from its enablement provision. 

4. Claims 2 and 3 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a Written Description rejection. 

The claim cites a derivative thereof, which is reasonably interpretable as being 
directed to a derivative of the elected compound as noted above (Example 205). There 
is insufficient written basis for this limitation in the claim, other than one example in the 
specification regarding the elected compound in example 205, page 329. 

The MPEP states that the purpose of the written description requirement is to 
ensure that the inventor had possession, as of the filing date of the application, of the 
specific subject matter later claimed by him. The courts have stated: 
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"To fulfill the written description requirement, a patent specification must describe 
an invention and do so in sufficient detail that one skilled in the art can clearly 
conclude that "the inventor invented the claimed invention." Lockwood v. 
American Airlines, Inc., 107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (Fed. Cir. 
1997); In re Gostelli, 872 F.2d 1008, 1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 
1989) ("[T]he description must clearly allow persons of ordinary skill in the art to 
recognize that [the inventor] invented what is claimed."). Thus, an applicant 
complies with the written description requirement "by describing the invention, 
with all its claimed limitations, not that which makes it obvious," and by using 
"such descriptive means as words, structures, figures, diagrams, formulas, etc., 
that set forth the claimed invention." Lockwood, 107 F.3d at 1572, 41 USPQ2d at 
1966." Regents of the University of California v. Eli Lilly & Co., 43 USPQ2d 1398. 



Further, for a broad generic claim, the specification must provide adequate 

written description to identify the genus of the claim. In Regents of the University of 

California v. Eli Lilly & Co. the court stated: 

"A written description of an invention involving a chemical genus, like a 
description of a chemical species, 'requires a precise definition, such as by 
structure, formula, [or] chemical name,' of the claimed subject matter sufficient to 
distinguish it from other materials." Fiers, 984 F.2d at 1171, 25 USPQ2d 1601; In 
re Smythe, 480 F.2d 1376, 1383, 178 USPQ 279, 284985 (CCPA 1973) ("In 
other cases, particularly but not necessarily, chemical cases, where there is 
unpredictability in performance of certain species or subcombinations other than 
those specifically enumerated, one skilled in the art may be found not to have 
been placed in possession of a genus ...") Regents of the University of California 
v. Eli Lilly & Co. , 43 US PQ2d 1 398 . 

The MPEP further states that if a biomolecule is described only by a functional 
characteristic, without any disclosed correlation between function and structure of the 
sequence, it is "not sufficient characteristic for written description purposes, even when 
accompanied by a method of obtaining the claimed sequence." MPEP § 2163. The 
MPEP does state that for a generic claim the genus can be adequately described if the 
disclosure presents a sufficient number of representative species that encompass the 
genus. MPEP § 2163. If the genus has a substantial variance, the disclosure must 
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describe a sufficient variety of species to reflect the variation within that genus. See 
MPEP § 2163. Although the MPEP does not define what constitute a sufficient number 
of representative species, the courts have indicated what do not constitute a 
representative number of species to adequately describe a broad generic. In Gostelli, 
the courts determined that the disclosure of two chemical compounds within a subgenus 
did not describe that subgenus. In re Gostelli, 872, F.2d at 1012, 10 USPQ2d at 1618. 

The MPEP lists factors that can be used to determine if sufficient evidence of 
possession has been furnished in the disclosure of the Application. These include "level 
of skill and knowledge in the art, partial structure, physical and/or chemical properties, 
functional characteristics alone or coupled with a known or disclosed correlation 
between structure and function, and the method of making the claimed invention. 
Disclosure of any combination of such identifying characteristics that distinguish the 
claimed invention from other materials and would lead one of skill in the art to the 
conclusion that the applicant was in possession of the claimed species is sufficient." 
MPEP § 2163. While all the factors have been considered, a sufficient amount for a 
prima facie case is discussed below. 

Applicant provides no description of the claimed derivative of the elected 
compound either in words, by structure, by chemical name, or by physical properties 
that would indicate that the Applicant was in possession of the claimed derivative 
thereof at the time of the invention. 

In the absence of sufficient recitation of distinguishing characteristics, the 
specification does not provide adequate written description of the derivative of the 
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elected compound. A review of the language of the claims 2 and 3 seems only to have 
written description in one example in the specification regarding H NMR data of the 
elected compound on page 329, example 205. 

One or ordinary skill in the art would not recognize from the disclosure that the 
applicant was in possession of the derivative of the elected compound. The 
specification does not clearly allow person of ordinary skill in the art to recognize that he 
or she invented what is claimed (see Vas-Cath at page 1116). 

Applicant is reminded that Vas-Cath makes clear that written description 
provision of 35 U.S.C. 1 1 2 is severable from its enablement provision. 

5. The use claim 36 is improper under 35 USC 101, see 101, rejection below, as it 
can be interpreted as being directed to a method of use or a product as well as a 
method of making the product, therefore a new lack of unity is set forth below. 

Claim Rejections - 35 USC 112 2nd Paragraph/ 35 U.S.C. 101 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any new and useful improvement thereof, may obtain a patent 
therefor, subject to the conditions and requirements of this title. 
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Claim 36 is rejected under 35 USC 112 second paragraph, as being 
indefinite for failing to point out and distinctly claim the subject matter which 
applicant regards as their invention, and, under 35 U.S.C. 101, for falling to within 
any of the defined statutory classes of patentable subject matter. 

Claim 36 is a "use claim." Claim 36 provides for the "[u]se of a compound having 
an aromatic ring and a group capable of releasing cation for the production of a GPR40 
receptor function regulator", but, since the claim does not set forth any steps involved in 
the purported method/process, it is unclear what method/process applicant is intending 
to encompass. A claim is indefinite where it merely recites a use without any active, 
positive steps delimiting how this use is actually practiced. Claim 36 is also rejected 
under 35 U.S.C. 101 because the claimed recitation of a use, without setting forth any 
steps involved in a purported method/process, results in an improper definition of a 
process, i.e., results in a claim which is not a proper process claim under 35 U.S.C. 1 01 . 
See for example Ex parte Dunki, 153 USPQ 678 (Bd. App. 1967) and Clinical Products, 
Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). Applicant is directed 
to cancel the claim or amend it so that resides clearly within one of the statutory classes 
for examination. 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 



(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness 
under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 1 03(c) and potential 35 U.S.C. 1 02(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 1-6, 8, 9, 13, 14, 34, 36 and 38 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over WO2002053547 (herein the '547 patent), STN document. 

The claims are drawn to a compound of the formula (I-2): 
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The "547 patent is drawn to alkanoic acid derivatives such as 

Benzenepropanoic acid, 4-[[4-[(5-methyl-2-phenyl-4-oxazolyl)methoxy]phenyl]methoxy] 
, and discloses that such compound can be made as a pharmaceutical agent for 
treating for diabetes, retinoid-related receptor regulator, hyperlipidemia, glucose 
tolerance failure. This compound is a ligand for retinoid-related receptor; insulin 
resistance improvers (see attached STN Abstract and compounds). 




Me 



S1 is a benzene ring having substituent (s) having a benzene ring falls within the 
scope of the broad claim 13 where Ra is hydrogen. For claims 1-6, L is a carboxylic 
group capable of releasing cation; X is CH20 and Y is CH20; P and 
Q are aromatic rings having substituents. Since this compound can treat diabetes, it is a 
hyglycemic agent. One of ordinary skill in the art could have as usual produced 
compounds having one of various functional groups bound to the benzene rings of the 
compounds described in the "547 patent to examine their activities. 
As for claim 38 ; the prior art teaches a compound having an aromatic ring and a group 
capable of releasing cation that read on the broad claim 4 as a ligand (abstract). A kit is 
only limited to the preamble and not a required outcome of the method MPEP ^2111 .02 
reads, "If the body of a claim fully and intrinsically sets forth all of the limitations of the 
claimed inventions, and the preamble merely states, for example, the purpose or 
intended use of the invention, rather than any distinct definition of any of the claimed 
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invention's limitations. Then the preamble is not considered a limitation and is of no 
significance construction." Therefore as long as a reference describes steps (a) and (b) 
and is in a format suitable for the intended use as claimed by Applicant, the reference 
steps are deemed to anticipate the claimed invention. Thus, the kit is anticipated by the 
steps taught by the compound taught by the "547 patent and satisfies all required steps 
of the GPR40. 

Allowable Subject Matter 

5. Claims 15, 22 and 23 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Conclusion 

6. No Claims allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JEAN CORNET whose telephone number is (571)270- 
7669. The examiner can normally be reached on Monday-Thursday 7.00am-5.30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/JC/ 

/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



